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Cryo Balloon
Pulmonary Vein Isolation
Is it Really All So “Simple”?*
Sabine Ernst, MD
London, United Kingdom
Since the seminal observation of an atrial fibrillation (AF)-
initiating trigger mostly originating from the pulmonary
veins (PVs), techniques to reproducibly achieve electrical
PV isolation have been investigated (1). The time-
consuming, point-by-point radiofrequency ablation tech-
nique was challenged by using novel technologies aiming for
a tantalizing “single-shot” approach to facilitate and speed
up the invasive procedure.
See pages 1707 and 1713
More than 10 years ago, the pursuit for novel tools to
perform PV isolation in a reproducible and simple, single
procedure was initiated. In this issue of the Journal, the
results of 2 major trials on cryoballoon catheter–guided PV
isolation are published that highlight the increasing urge to
facilitate the curatively intended procedure to treat drug-
refractory AF (2,3). Although Vogt et al. (2) report their
single-center experience on 605 patients with mostly par-
oxysmal AF (96%), Packer et al. (3) report on the outcome
of a multicenter, prospective trial conducted in the United
States and Canada (n  245; total of 26 centers) on either
aroxysmal AF (78%) or early persistent AF (22%). Interest-
ngly, the clinical outcome after a single procedure was not
ramatically different (61.6% in the single-center trial vs.
7.7% in the multicenter trial). This finding is noteworthy in
he fact that with increasing experience of the user, the
utcome does seem not to improve but rather reaches a plateau.
In Vogt et al. (2), the best outcome was achieved when
oth small (23 mm) and large (28 mm) diameter balloons
ere used (47.7% of all patients). This is most likely due to
he inability of the balloon devices to adapt to the individual
V ostial anatomy. Although using different balloons im-
roved the ablation outcome, it also doubled the costs of the
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imaging (magnetic resonance imaging scans or PV angiog-
raphy) even when used by very experienced operators. In the
multicenter experience (with some of the participating
centers contributing only a few patients) (3), this effect was
even more pronounced. Notably, the average procedure time
and fluoroscopy exposure in the single-center trial
amounted to 156 min and 25.2 min, respectively, but was
significantly longer in the multicenter trial (371 and 66 min,
respectively). This reflects on the difficulty (rather than the
simplicity) of performing this allegedly “simple” procedure
even by otherwise experienced electrophysiology operators.
Conversely, good procedural parameters can be achieved
once the learning curve is finished and a center accepts a
given tool as their standard approach.
Although some technologies (such as various ultrasound
balloons [4,5]) initially created a lot of enthusiasm in the EP
scene, few (if any) have kept their promise to be indeed
simpler, more effective, and at least equally safe. All avail-
able novel devices have eventually “produced” major com-
plications, some of them disastrous or initially not recog-
nized (6,7). Although radiofrequency energy is also not a
safe energy, cryoenergy (as much as many other alternative
energies) has been reported to be potentially (more) harmful
or, at the very minimum, not fool-prove (8–11). Not
surprisingly, the single-center experience (2) demonstrated a
relatively low complication rate compared with the results of
the multicenter trial (3). However, phrenic nerve palsy
features very prominently, which cannot be completely
avoided by using larger balloons. With the results of the 2
now-published trials, cryoablation does not seem to be a
contender to open the AF ablation field yet to non-
electrophysiologists. When used by experienced EP opera-
tors at the beginning of their learning curve with the device
(multicenter trial), a substantial number of serious compli-
cations were observed (3).
Simultaneous mapping systems are currently shining a
new light on AF, improving our understanding of the role
of the PVs (as trigger sites) and the atria (for both trigger
sites and maintenance of AF) (12–14). Although extra-PV
triggers have thus far been reported to be relatively rare, the
simultaneous mapping systems allow a quasi- “satellite-
perspective” to observe the phenomenon during ongoing
AF. They demonstrate surprisingly simple patterns that
resemble hurricanes on weather forecast maps, which
seemed to be successfully eliminated by non–PV-isolating
ablation (12). If these observations are confirmed in larger
trials by multiple operators, then one could even speculate
on a potential decline in the need for PV isolation for AF
ablation in years to come.
The challenge of a truly simple ablation tool that will quickly
and effectively isolate PVs has not yet been solved. Although
single-procedure results are somewhat sobering, the procedure
itself does not become easier after a few cases but seems to
require completion of a substantial learning curve.
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